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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-15 and 19-30 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Bao et al. (2003/0220649 A1 ), hereinafter Bao. 



Discharge orifice for the 
material 




7^5 



Regarding claim 1, Bao discloses the claimed invention including an application 
aid comprising a substantially flexible and tubular or sleeve-shaped outer part which is 
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composed of at least two components (14, 26) that are coaxially displaceable in one 
another and a substantially flexible, preferably tubular or sleeve shaped, inner part (18) 
and a discharge orifice for the material, the discharge orifice for the material being as 
shown in annotated Fig. 5 above, and preferably on the outer part (14). 

Regarding claim 2, Bao discloses the claimed invention including gripping 
means, the gripping means construed as the outer surfaces of elements (14, 26), 
provided on the components of the outer part (14, 26) for displacing them in one 
another. 

Regarding claim 3, Bao discloses the claimed invention including at least one 
guide means, construed as the inner surface of element (26; Fig. 2), extending 
substantially along the entire length of the application aid (10). 

Regarding claim 4, Bao discloses the claimed invention including the discharge 
orifice for the material, as shown in annotated Fig. 5 above, is provided at an end of the 
outer part (14), and designed in the shape of a tip. 

Regarding claim 5, Bao discloses the claimed invention including: in the inside of 
the outer part (26), at least one membrane-like, construed as a suitable surface coating 
[0062], is provided capable of being moved at least partially radially outward. 

Regarding claim 6, Bao discloses the claimed invention including the at least one 
membrane-like element, the surface coating [0062], is secured on the inner part (18), as 
the inner part (18) communicates with the balloon (12) and surface coating to vent gas 
[0058]. 
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Regarding claim 7, Bao discloses the claimed invention including wherein the at 
least one membrane-like element, the surface coating discussed supra, is arranged on 
the outside surface of a balloon-like element, the balloon-like element disclosed by Bao 
as being a balloon [0062]. 

Regarding claim 8, Bao discloses the claimed invention including wherein the at 
least one membrane-like element forms the wall of a balloon-like element, as Bao 
discloses the coating is on the surface of the balloon [0062]. 

Regarding claim 9, Bao discloses the claimed invention including wherein the 
balloon-like element is inflatable, or in other words the balloon is inflatable [0010], and 
Bao discloses the inner part (18) itself being capable of being subjected to pressure, 
whether it be air pressure being vented [0058] or due to the fluid pressure of the 
biomaterial passing through biomaterial conduit (14). 

Regarding claim 10, Bao discloses the claimed invention including wherein the 
balloon-like element, or balloon, is self-expandable, as Bao discloses the balloon is 
inflatable [0010]. 

Regarding claim 1 1 , Bao discloses the claimed invention including wherein the at 
least one membrane-like is secured releasably, as the balloon {on which the 
membrane-like element is formed} is capable of being detached, via the attachment site 
(38). 

Regarding claim 12, Bao discloses the claimed invention including wherein the 
least one membrane-like or film-like element is made of a bioabsorbable material, as 
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the suitable surface coating [0062] is capable of being absorbed into the tissues of the 
body over time. 

Regarding claim 13, Bao discloses the claimed invention including marking 
means for detecting the discharging of material, as Bao discloses a pressure monitoring 
component adapted to determine the pressure of biomaterial being delivered [0023]. 

Regarding claim 14, Bao discloses the claimed invention including wherein the 
application aid (10) is filled with a material, as the Bao biomaterial {Abstract}, for 
treatment of bone defects. 

Regarding claim 15, Bao discloses the claimed invention including wherein the 
outer part (14) is filled at least partially with the material, as Bao discloses biomaterial 
flows through the outer part, or biomaterial conduit (14); the material partially filled in the 
outer part (14) has a flow adjusted by a valve (28) [0059]. 

Regarding claim 19, Bao discloses the claimed invention including a kit 
comprising at least one application aid (10). The kit may include the application aid (10) 
and a static mixer (106) {Fig. 6}. 

Regarding claim 20, Bao discloses the claimed invention including wherein the 
inner part (18) is tubular or sleeve-shaped, as Bao discloses the inner part has an 
outer diameter [0059]. 

Regarding claim 21, Bao discloses the claimed invention including wherein the 
discharge orifice is provided on the outer part (14), as shown in annotated Fig. 5 supra. 
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Regarding claim 22, Bao discloses the claimed invention including wherein the 
gripping means comprise handgrips, and the gripping means is capable gripped with 
hands. 

Regarding claim 23, Bao discloses the claimed invention including wherein the 
guide means comprises a guide wire, as Bao discloses means for positioning the 
balloon in the form of a guide wire [0061]. 

Regarding claim 24, Bao discloses the claimed invention including wherein the 
balloon-like element is inflatable {paragraph [0010], line 10}, and the inner part (18) 
itself is capable of being subjected to pressure. 

Regarding claim 25, Bao discloses the claimed invention including wherein the 
balloon-like element is self-expandable, as Bao discloses the preferred balloon 
provides an optimal combination of extend ibility and strength [0072]. 

Regarding claim 26, Bao discloses the claimed invention including wherein the at 
least one membrane-like element is made of a bioabsorbable plastic, since the suitable 
surface coating is a polymeric coating [0062] and the membrane-like element is 
capable of being absorbed into the body over time. 

Regarding claim 27, Bao discloses the claimed invention including wherein the 
balloon-like element is made of a bioabsorbable material, as Bao discloses preferable 
balloon materials include polymeric materials [0082] and the balloon-like element is 
capable of being absorbed into the body over time. 

Regarding claim 28, Bao discloses the claimed invention including wherein the 
balloon-like element is made of a bioabsorbable plastic, as Bao discloses preferable 
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balloon materials include polymeric materials [0082] and the balloon-like element is 
capable of being absorbed into the body over time. 

Regarding claim 29, Bao discloses the claimed invention including the balloon- 
like element is made of a shape-memory material, the shape memory material 
construed as preferable balloon materials that include polymeric materials [0082]. 

Regarding claim 30, Bao discloses the claimed invention including wherein the 
balloon-like element is made of a shape-memory material, the shape memory material 
construed as preferable balloon materials that include polymeric materials [0082]. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 16 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bao in view of Bao et al. (US 5047055), hereinafter Bao '055. 

Bao fails to disclose only the volume between the inner part and/or the at least 
one membrane-like or film-like element and the wall of the outer part is filled with the 
material; and only the volume to the inside of the at least one membrane-like or film-like 
element is filled with the material. 

Attention however is directed to Bao '055 which teaches an implant in which 
material is confined only to the region within the surface of the implant only: a hydrogel 
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intervertebral disc (10) surrounded by a natural annulus fibrosus (16) {col. 7, lines 25- 
33} 

It would have been obvious to a person having ordinary skill in the art at the time 
of the invention to have modified Bao in view of Bao '055 to construct the device 
wherein only the volume between the inner part and/or the at least one membrane-like 
or film-like element and the wall of the outer part is filled with the material; and only the 
volume to the inside of the at least one membrane-like or film-like element is filled with 
the material. Doing so would have confined the material within a well-defined region, 
thus adapting the device for forming prosthetic devices in the body of desired shapes. 

Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bao in 
view of Chappius (US 6565572). 

Bao fails to disclose both the volume between the at least one membrane-like 
element and the wall of the outer part and also the volume within these elements is filled 
with the material. 

Attention however is directed to Chappius which teaches a medical device 
wherein bone cement is delivered with a syringe {col. 4, line 12}; and cement is located 
about an anchor {col. 4, lines 16-19}. 

It would have been obvious to a person having ordinary skill in the art at the time 
of the invention to have modified Bao in view of Chappius to construct the device 
wherein both the volume between the at least one membrane-like element and the wall 
of the outer part and also the volume within these elements is filled with the material. 
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Doing so would have increased the level of fixation between the membrane and 
surrounding tissue, thereby enhancing the fusion of bone fragments. 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bao in 
view of Stone et al. (US 6387130), hereinafter Stone. 

Bao differs from the current invention in that it fails to disclose the guide wire 
extends inside the inner part (18). 

Attention however is directed to Stone which teaches an implant system wherein 
a plurality of implants are slidingly movable over an elongated member (claim 1) and the 
elongated member comprises a flexible wire (claim 4). 

It would have been obvious to a person having ordinary skill in the art at the time 
of the invention to have modified Bao in view of Stone to construct the guide wire 
extends inside the inner part. Doing so would have permitted more accurate positioning 
of the inner part, thereby improving the surgeon's ability to position materials in the 
body. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTIAN SEVILLA whose telephone number is 
(571 )270-5621 . The examiner can normally be reached on Monday through Thursday, 
8:00 am to 5:00 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, THOMAS C. BARRETT can be reached on (571)272-4746. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/CHRISTIAN SEVILLA/ /Thomas C. Barrett/ 

Examiner, Art Unit 3775 Supervisory Patent Examiner, Art 

Unit 3775 



